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Rabeprazole sodium enteric-coated tablets 20 mg

Composition:
Each enteric-coated tablet contains:
Rabeprazole Sedium 20 mg

(-=~ Manufactured by:
=8 GLOBE PHARMACEUTICALS LIMITED

[@LBBE| BSCIC Industrial Estate, Begumgonj, Noakhali, Bangladesh.

1 x 10’s Tablets ‘

| Dosage and Adminisiration: As drecied by he Priyscan
el ation, Contra Precaution, Side-sMect

and other information: Paash sae e pACKagD neer

Storage: Stone al room temperature. below 30 C

Pratisct fram ight & maisture

KEEP OUT OF THE REACH OF CHILDREN.
READ CAREFULLY THE INSERT BEFORE USE
DO NOT EXCEED THE INDICATED DOSE

Ry Thubc ban theo don
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Vién nén bao tan trong rudt Rabeprazole Natri 20 mg

Thanh phén:
Mai vién nén bao tan trong rudt cé chira:
Rabeprazole Natri 20 mg

DNNK
Bia chi

= San xudt béi:
\% 8| GLOBE PHARMACEUTICALS LIMITED
[GLOBE| BSCIC Industrial Estate, Begumgonj, Noakhali, Bangladesh.
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2 BE THUOC XA TAM TAY TRE EM.
il e thng in Khic: Xin xaem b huong din trong A "
- DOC KY HLAONE DAN S0 DUNG TRLAOT KHI DUNG.
Bdo quin: Giir thude & rhilit 88 phing, owdi 30'C e

Trinn dnh sing v dm
Tiéu chasbn: Hink sdn wult

Mig. Lic. No_ 50 8182

DAR Mo 083-184-28
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(Vién nén bao tan trong ruét Rabeprazole Natri 20 mg)

CANHBAODACBIET:

Thuéc bén theo dom

Doc k§ hudng ddn sit dung trude khi ding.

Néu can thém théng tin, xin hdi ¥ kién béc si.

Xin théng bdo cho bdc si biét cdc tdc dung khéng mong muén xdy ra trong qud trinh s dung.
Dé thubc xa tdm tav iré em.

Khéng ding thudc da qud han sit dung.

THANH PHAN:

MJdi vién nén bao tan trong rudt ¢ chia:

Hoat chat: Rabeprazole natri 20 mg

T4 duge: tinh bdt ngd, lactose, povidon K-30, tzlc tinh ché, magnesi stearat, 14 duge bao tan
trong rudt (Opadry enteric OY-P).

DUQC LUC HOC :

Rabeprazole natri 13 thudc dc ch€ bom proton nhém benzimidazole. Rabeprazole ngin tiét
acid do tc ch€ H'K® ATPase trén bé mit ti€t cla cdc t€ blo vich. Rabeprazole ngan cin
giai doan cudi cling ciia viéc i€t acid clia da day.

DUGC PONG HOC :

Sau khi u6ng 20 mg Rabeprazole natri, nong d6 dinh rong méu dat dugc sau 2-5 gid, thdi
gian bén hiy trong huyét thanh tr 1-2 gid. Sinh khd dung cla Rabeprazole ding liéu 20mg
theo dudng udng bing 52% so véi dudng tém tinh . Ty 1& g&n k&1 cia Rabeprazole vdi
protein huyét nong khodng 96,3%.
Rabeprazole duge chuyén héa tai gan bdi hé thdn om Pisq 3A4 i(cho chuyén héa
sulphone) va 1ai cytocrom Pssy 2C19 (cho chu_vé"n héa desmethyl Rabeprazole). Ding liéu 20
mg theo dudng udng khodng 90% thudc ducc thdi trir qua nuGe tiéu & dang chuyén héa acid
carboxylic, glucuronide va acid mercapturic, dang chuy€n héa cia Rabeprazole cling dugce
phit hién & phin. Khong phdt hién dang khéng chuyén hda cla Rabeprazole § nudc tiéu
ciing nhu phin. Khong ¢6 bing chitng vé sy tich 10y Rabeprazole.
CHI DINH:

Rabeprazole natri duge chi dinh trong cdc trudng hgp:

- Bénh thyc quén hdi luu,

- Loét da day, td urang

- HGi chitng Zollinger-Ellison.

LIEU LUGNG VA CACH DUNG:

Thudc ding dudng ubng. Diing theo sy chi din cla béc si diéu tri. Ding thudc vao budi
sdng, tnede bi¥a in, nén udng nguyén vién thudc, khong nhai hoic bé vién.

Chi diing cho ngudi idén.

- Bénh thuc gqudn hdi Ivu: 20 mg/ngay, ding trong 4-8 win.

- Loét da day. U rang: 20mg / ngay. ding trong 4 tuén.

- Hoi chitng Zollinger-Ellison: 60 mg/ngly, diéu chinh liéu ding wy theo d4p ing bénh Iy.
Suy chic ndng thén va gan : khong cin hiéu chinh liéu & bénh nhin suy chic ning thin va
gan vifa va nhe.
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Tré em : Khong dung cho tré em, do 36 an toan khi sit dung Rabeprazole cho u*é%chua
dudc xdc dinh (chifa ¢6 cdc thl nghiém lam sing diy dd).

CHONG CHI PINH: %(/O
&

Min cdm vdi Rabeprazole hodc bat ky thinh phin nio cla thube.
KHUYEN CAO VA THAN TRONG

Khi nghi ngd loét da day. nén loai trif khi ning bénh 4c tinh vi diéu i ¢6 thé 1am gidm
triéu chifng va giy trd ngai chin dodn bénh.

Thén trong véi cdc bénh nhin rdi loan chifc ning gan.

Chuwra c6 nghién ctfu vé sit dung Rabeprazole cho ré em.

SUDUNG 0 PHU NU MANG THAT; CHO CON BU.

Phy nif ¢6 thai: Chua ¢6 céc nghién citu day dd vé cdc téc dung phu trén thai nhi, sy an
toan khi sit dung thubc trong thai k¥ chua dude xdc dinh. Do viy khdng nén st dung
Rabeprazole khi dang mang thai trit khi thye sy cn thiét.

Phuy nit cho con bii: Chua xdc dinh dude Rabeprazole sodium ¢6 b2i ti€t qua sifa ngudi hav
khong, do viy khéng nén diing thude khi dang cho con bi, néu bt bude phdi sif dung thi nén
ngung cho con bu.

ANH HUGNG DEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

Chua c6 tai liéu vé si inh hudng cla Rabeprazole 1én khd ning 14i xe hodc vin hinh méy
mdéc, tuy nhién trong trudng hdp cé céc tdéc dung khong mong mudn nhy méat ngd. chéng mit
thi khong duge 141 xe hodc van hanh mdy méc.

TUONG TAC THUOC:

Su e ch€ 1€t acid dich vi ¢6 thé dnh hudng t8i sy hiap thu cla cdc thufc ma pH 1a yéu 1§
quy€t dinh sinh kh3 dung (cdc mudi ampicillin, ketoconazole, digoxin va céc mudi sit). Cd
ch€ va nhifng y&u 18 nguy c¢d, 46 hip thu, néng 40 trong méu cla digoxin sé dugc ing do pH
da day ting.
Rabeprazole c6 thé 1am kéo dai chuyén héa vi bai téty
Pi ¢6 bdo cdo ghi nhin: Rabeprazole 1am gidm ndng
ctia c4c thudc khdng acid chita hvdroxide nhdm hoic magn
TAC DUNG KHONG MONG MUON:

Rabeprazole natri dugc dung nap t8t, céc tdc dung khdng mong mudn thudng nhe va thodng
qua bao gdm: Tiéu chdy, budn nén, dau diu. Mot s6 cdc tic dung khdng mong mudn it gip
hon nhu viém mii, dau bung, d3y hoi, viém hong, n6n, dau lung khéng dic hiéu, chéng mat
cédc triéu ching cla cim, ho, tio bén va mat ngd.

QUA LIEU:

Chua ¢6 dif liéu vé sif dung qué liéu trén ngudi. Rabeprazole lién két chat ché vdi huyét
tudng, thim tdch mau khong loai trir hiéu qui dude Rabeprazole. Trong rudng hgp qud liéu
cin ti€n hanh theo ddi diéu tri riéu ching va bd trd, c6 thé ti€n hanh n¥a dudng tiéu héa dé
loai thudc khdi cd thé néu cin thiét

TIEU CHUAN CHAT LUGNG: nhi sin xuit

HAN DUNG:

24 thang k€ tif ngay sdn xuit.

S6° 16 sdn xudt (Batch No.). nedy sdn xudt (Mfg. date), han diing (Exp. date): Xin Xxem trén
nhdn hop va vi.

BAO QUAN:

Gift thudc & nhiét 46 phong, dudi 30°C. Trénh 4nh séng va 4m
DANG BAO CHE VA QUY CACH PONG GOI:
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Hép 1 vi x 10 vién nén bao tan trong rudt.

Sin xuat bdi:

GLOBE PHARMACEUTICALS LTD.

Nha mdy: BSCIC, Industrial Estate, Begumgonj. No
Tru sd: House No. 251/L (new), Boad No. 1
Bangladesh.

Ngiy xem xét lai t3 hudng din s dung: 14/05/2011
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